
LABELING 



angioLnfK 

Vuscubr Closure System 

Instructions for Use 



IMPORTANT! 

Tbis booklct is designed to assist in using the EVS 7M Vascular Closure System. It ia not a refcroncc 
to surgical techniques. To ensure proper use of this device and to prevent injury to patients, read all 
information contained in these instructions for use. 

CAUTION: 

Federal law (USA) restricts this device to sale by or on the order of a physician. 

FOR SINGLE USE ONLY; DO NOTRE-STERILIZE OR REUSE THIS DEVICE. 

INDICATIONS FOR USE 

The EVSrM Vascular Closure System is indicated for “Percutaneous Femoral Artery 
Approximation”. The EVSTM Vascular Closure System is also indicated to reduce t&ne to 
hemostasis at a femoral puncture site and to reduce time to ambulation for patients nndergoing 
diagnostic OT intcrventional catheterization procedures using 6 - 8 French procedural sheaths. 

CONTRAINDICATiOI’?S: 
There are no known contraindications for the EVSTM Vascular Closure System. 

DEVICE DESCRIPTION 

The EVSm Vascular Clasurc System is designed to dctivcr a titanium staple to close GFr. - 8Fr. 
artMy puncture sites following diagnostic or interventional procedures. 

The staple material is radiopaque. 

Tbis device achieves hemostasis by mechanical means of approximating tie arteriotomy end to end, 
and then delivering an extraluminal staple to effect the repair of the artcriotomy. 
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lzwkidea one (1) stapler with une pm-km&j staple. 

NutWi3f 3 Levis 
(Exposed when Number 

2 l,ew?r Is advafmd) 
. 

Staple Pfatectcw 
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0 Do not use to close arteriotomies created through a vascular graft. 
l Avoid USC of the EVSW Vascular Closurtt System if bacterial contamination of the sheath or 

surrounding tissue may have occurred. 
l Do not USC in ischemic or necrotic tissue because it could tear tbc vessel. 

PRECAUT1ONS 

B Do not use if package is damaged or any portion of the pa&age has been previously opened. 
l Do not use if the items in the package appear to be damaged OT defective in any way. 
l The EVSM is to be used only by a trained, licensed physician or healthcare professional. 
* If a patient has had a procedural sheath left in place for longer than 8 hours, consideration should be 

given to the useofprophytacticantibioticspriortoutil izingtheEVSTMV~cularCbsureSystem. 
l Wheuavcnousshcath hasbeenplacediaffiesame legasthearterialsheath, tbeveuoussheath should 

beremovedaodhemostasisobtainedpriortouscoflheEVSMVascularClosureSystem . 
0 The stapler handle levers must be squeezed together t%mJy as far as they will go or the staple 

may not be fully released from the device. Failure to squeeze the lever of the stapler complcteiy 
can result in the misfiring of the staple and incomplete release of the vessel wall by the 
introducer. 

l Tnspcct the access site to ensure proper application. If hemastasis is not achieved after 
application, apply compressian for two (2) minutes. 

l Use conventional compressioo methods in the event bleeding from the femoral access site 
persists after the use of the EVSfM Vascular Closure System. 

l The location of the staple should be vtificd using flouroscopy, if in question. 
l Do not re-sterilize or reuse this product; it is intended for a SINGLE USE ONLY. 

Before considering discharge, assess the patient for the following cliaical conditions: 

l Conscious sedation 
l Unstable cardiac status 
0 Hematoma at the closure site 
0 Hypotension 
l Pain while walking 
0 13Ieedmg at the closure site 
l Any co-morbid condition requiring observation 

The presence of the above factors has generally led to deferral of discharge recommendations. 
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SPECIAL PATIENT POPULA-MONS 

The safw and effectiveness of using the EVSrsr Vascular Closure System has not been established 
in the foUowing patient populations: 

0 Patienls~oarcS18orZ80yearsofsge. 
l Patients with pre-existing autoimmune disease. 
l Patients with a his& of bleeding disorder/platelet disorder such as Vbn Willebrand’s disease or 

hemophilia. 
l Pmscuce of bilateral chronic ischtmia identified by bilateral claudication and significant 

admrosclurotic disease at the situ of, or immediateiy adjacent to the site of, sbeatb iuscrtiou as 
determined by scmtning @moral angiogmphy. 

8 Patients undergoing tbrombolytic tberspy administered 24 hours prior to the catheterization 
proeeedun. 

o Patients having previous femoral vascular surgery at the tsrgeted site. 
0 Patients with a stcnt placed in the vicinity of the arterial punctme site. 
* Patient with pre-existing art&o-veuous fu;tula at taxgeted site. 
l Patients skitit pre-exis?ing non-cardiac systemic disease or tet-mkal illness. . . _ 
6 Patients with pre-existing systunie or cutaneous infection. 
0 Patients with pm-existing ipsiiataal groin hematoma. 
l Patients that could not be accessed with a standard needle (i.e.. Seldinger needle). 
l Pntim~ts With failed single wall arterial puncture. 
* Patients with bleeding armmd she& prior to sheath rcmovrd. 
0 Patients with abseut ped51 pulses of either extremity. 
0 Patients with tortuous vascular anatomy with greater than 90” bends. 
l Patients experiencing eardiogenic sbo& during or immediately post-procedure. 
l Patients with procedural usage of Angiomax~ anticoagulant therapy. 
l Patients undergoing catheterization procedures using < fd% and > SFr. procedural sheaths. 

<ARTERxAL PUNCWRJZ CONSID~TIONS 

Percutaneously puncture the anterior wall of the common femoral artery, supcrticia& 
femoral artery, or profk&us femoral artery optimizing placement below the inguinal. 
l igamentatfmangIeofappraximateIy45degrees. 
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’ Diagnostic 
Randomim 

EVS 
(N=125) 

Time to hrmastasis 
(minutes) 
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Past-Procedure 
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within 20 minutes (number of 

p-value based on Fisher’s exact test comparing randomized EVS and MC rubjwts. 
ZThc procedural success rate was detined as the percentage of subjects in the k+lT population achieving 
bemostasis within 20 minutes minus the percentage with any major complications. 
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ANGK&?NK EVP” VASCULAR CLOSURE BY STEM lNSRKlX$3N PRoCEiWRE 

1. . Use aeyriug~ to RCA the blood marking hole witi intaxwea~ oompatible &kJ.. 

/ 
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4. Pull bask fever NUMBER 1 to prapm the vaeml at&ilt;w for &ploynrent. 



6. 
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